
183 

U.S. Patent and Trademark Office, Commerce § 1.720 

(c) Any application for patent term 
adjustment under this section that re-
quests reinstatement of all or part of 
the period of adjustment reduced pur-
suant to § 1.704(b) for failing to reply to 
a rejection, objection, argument, or 
other request within three months of 
the date of mailing of the Office com-
munication notifying the applicant of 
the rejection, objection, argument, or 
other request must also be accom-
panied by: 

(1) The fee set forth in § 1.18(f); and 
(2) A showing to the satisfaction of 

the Director that, in spite of all due 
care, the applicant was unable to reply 
to the rejection, objection, argument, 
or other request within three months 
of the date of mailing of the Office 
communication notifying the applicant 
of the rejection, objection, argument, 
or other request. The Office shall not 
grant any request for reinstatement for 
more than three additional months for 
each reply beyond three months from 
the date of mailing of the Office com-
munication notifying the applicant of 
the rejection, objection, argument, or 
other request. 

(d) If there is a revision to the patent 
term adjustment indicated in the no-
tice of allowance, the patent will indi-
cate the revised patent term adjust-
ment. If the patent indicates or should 
have indicated a revised patent term 
adjustment, any request for reconsider-
ation of the patent term adjustment 
indicated in the patent must be filed 
within two months of the date the pat-
ent issued and must comply with the 
requirements of paragraphs (b)(1) and 
(b)(2) of this section. Any request for 
reconsideration under this section that 
raises issues that were raised, or could 
have been raised, in an application for 
patent term adjustment under para-
graph (b) of this section shall be dis-
missed as untimely as to those issues. 

(e) The periods set forth in this sec-
tion are not extendable. 

(f) No submission or petition on be-
half of a third party concerning patent 
term adjustment under 35 U.S.C. 154(b) 
will be considered by the Office. Any 
such submission or petition will be re-
turned to the third party, or otherwise 

disposed of, at the convenience of the 
Office. 

[65 FR 56394, Sept. 18, 2000, as amended at 69 
FR 21711, Apr. 22, 2004] 

EXTENSION OF PATENT TERM DUE TO 
REGULATORY REVIEW 

§ 1.710 Patents subject to extension of 
the patent term. 

(a) A patent is eligible for extension 
of the patent term if the patent claims 
a product as defined in paragraph (b) of 
this section, either alone or in com-
bination with other ingredients that 
read on a composition that received 
permission for commercial marketing 
or use, or a method of using such a 
product, or a method of manufacturing 
such a product, and meets all other 
conditions and requirements of this 
subpart. 

(b) The term product referred to in 
paragraph (a) of this section means— 

(1) The active ingredient of a new 
human drug, antibiotic drug, or human 
biological product (as those terms are 
used in the Federal Food, Drug, and 
Cosmetic Act and the Public Health 
Service Act) including any salt or ester 
of the active ingredient, as a single en-
tity or in combination with another ac-
tive ingredient; or 

(2) The active ingredient of a new 
animal drug or veterinary biological 
product (as those terms are used in the 
Federal Food, Drug, and Cosmetic Act 
and the Virus-Serum-Toxin Act) that is 
not primarily manufactured using re-
combinant DNA, recombinant RNA, 
hybridoma technology, or other proc-
esses including site specific genetic 
manipulation techniques, including 
any salt or ester of the active ingre-
dient, as a single entity or in combina-
tion with another active ingredient; or 

(3) Any medical device, food additive, 
or color additive subject to regulation 
under the Federal Food, Drug, and Cos-
metic Act. 

[54 FR 30379, July 20, 1989] 

§ 1.720 Conditions for extension of pat-
ent term. 

The term of a patent may be ex-
tended if: 

(a) The patent claims a product or a 
method of using or manufacturing a 
product as defined in § 1.710; 
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